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510(k) Summary

.  Submitter

M/s. Meril Endo Surgery Private Limited
Third Floor, E1 — E3, Meril Park,

Survey No. 135/2/B & 174/2, Muktanand Marg,
Chala, Vapi — 396191 Guijarat, India.

Tel. No: +91-260-3052100, Fax: +91-260-3052125
Web site: www.merillife.com
E-mail: umesh.sharma@merillife.com

Contact Person: Umesh Sharma

Date Prepared: Feb 26, 2016

II. Device

Sr. | Trade / | Common Classification | Regulatory | Product | Regulation | Review

No. | Proprietary Name Class Code Number Panel
Name

1. | FILASILK™ Natural Suture, Non I GAP | 8785030 | General
Natural Non- | Non- absorbable, & Plastic
absorbable absorbable | Silk Surgery
Silk  Surgical | Silk
Suture Surgical

Suture

2. | FILAMIDE™ | Non- Suture,  Non 1 GAR | 878.5020 | General
Non absorbable | absorbable, & Plastic
Absorbable Polyamide | Synthetic, Surgery
Polyamide Surgical Polyamide
Surgical Suture
Sutures

3. MERICRON Non Suture,  Non Il GAT 878.5000 General
xL™ Non | absorbable | absorbable, & Plastic
Absorbable Poly Synthetic, Poly Surgery
Polyester (Ethylene (Ethylene
Surgical Terephthal | Terephthalate)
Suture ate) Suture

4. | FILAPROP™ | Non- Suture, Non I GAW | 878.5010 | General
Non absorbable | absorbable, & Plastic
Absorbable Polypropyl | Synthetic, Surgery
Polypropylene | ene Polypropylene
Surgical Surgical
Suture Suture
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I1l. Predicate Device

Sr. No. | Meril’s Suture Trade / | Predicate Predicate
Proprietary Name Device Name | Device
510(k) No.
1. FILASILK™ Natural Non- | TRUSILK K041514
absorbable Silk Surgical Suture
2. FILAMIDE™ Non Absorbable | TRULON K041510
Polyamide Surgical Sutures
3. MERICRON XL™ Non | TRUBOND K041512
Absorbable Polyester Surgical
Suture
4. FILAPROP™ Non Absorbable | PROLENE K133356
Polypropylene Surgical Suture

IV. Device Description

a. FILASILK™ Natural Non-absorbable Silk Surgical Suture

FILASILK ™ silk suture is a non-absorbable, sterile, surgical suture composed
of an organic protein called fibroin. This protein is derived from the
domesticated species Bombyx mori (B. mori) of the family Bombycidae.
FILASILK™ sutures are processed to remove the natural waxes and gums.
FILASILK™ suture is available undyed or dyed black with Logwood extract
and coated with bees wax. FILASILK™ suture meets requirements
established by the United States Pharmacopoeia (U.S.P.) for hon-absorbable
surgical suture.

b. FILAMIDE™ Non Absorbable Polyamide Surgical Sutures
FILAMIDE™ suture is a non-absorbable, sterile, synthetic, monofilament
surgical suture composed of polyamide 6 [(NH-CO-(CH,)s], and Polyamide
6,6 (NH(CH,)s-NH-CO-(CH,),-CO),. FILAMIDE™ sutures are dyed with
Logwood extract. Available in a broad range of suture sizes and lengths,
FILAMIDE™ is either non-needled or attached to standard stainless steel
needles of varying types and sizes.

c. MERICRON XL™ Non Absorbable Polyester Surgical Suture

MERICRON XL™ suture is a coated, braided, non-absorbable sterile surgical
suture composed of poly (ethylene terephthalate). The empirical molecular
formula of the polymer is (CioHgOy4),. The suture is coated with bees wax
which acts as a lubricant to mechanically improve the ease of passage
through tissue and the overall handling quality of the suture.

MERICRON XL ™ is available undyed or dyed green with D & C Green No.6.
MERICRON XL™ is available in a range of gauge sizes and lengths, or
attached to standard stainless steel needles of various types and sizes
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d. FILAPROP™ Non Absorbable Polypropylene Surgical Suture
FILAPROP™ suture is a monofilament, synthetic non-absorbable, sterile
surgical suture composed of an isotactic crystalline stereoisomer of
polypropylene, a synthetic linear polyolefin. The molecular formula of
polypropylene is (CsHg)n. FILAPROP™ sutures are dyed with phthalocyanine
blue.

FILAPROP™ is available in a range of gauge sizes and lengths attached to
standard stainless steel needles of various types and sizes

V. Intended Use

a. FILASILK™ Natural Non-absorbable Silk Surgical Suture

FILASILK™ is intended for use as non-absorbable sutures in general soft tissue
approximation and/or ligation including use in cardiac, vascular and ophthalmic
procedures.

b. FILAMIDE™ Non Absorbable Polyamide Surgical Sutures

FILAMIDE™ Non-absorbable Polyamide Surgical suture is indicated for use in
soft tissue approximation and/ or ligation, including use in cardiovascular,
ophthalmic and neurological procedures.

c. MERICRON XL™ Non Absorbable Polyester Surgical Suture

MERICRON XL ™ suture is intended for use in general soft tissue approximation
and/or ligation including cardiovascular surgery, neurological and ophthalmic
procedures.

d. FILAPROP™ Non Absorbable Polypropylene Surgical Suture
FILAPROP™ sutures are intended for use in general soft tissue approximation
and/or ligation, including use in cardiovascular, ophthalmic and neurological
procedures.

VI. Substantial Equivalence

The device design, material of construction, performance, packaging and intended
uses are similar to the predicate device. Substantial equivalence is conducted based
on the following parameters:
1. Product description
Intended use
Suture Size
Colorant Used — Dye / Un-dyed
Suture Coating
Single use
Sterilisation method

No gk wN
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8. Packaging
9. Label Claim
10. Performance
a. Diameter USP <861>
b. Tensile strength USP <88I>
c. Needle attachment USP <871>
d. Suture Length
11. Labeling and Instructions for use (IFU)

VIl. Performance Data

The Surgical Suture was subjected to the performance testing as per USP
requirements. The safety and effectiveness of the Surgical Suture has been
evaluated for the following performance and safety requirements.

1. Diameter USP <861>

2. Tensile strength USP <88I>

3. Needle attachment USP <871>

4. Suture Length

5. Biocompatibility

a. In Vitro Cytotoxicity Study

Skin Sensitization Study
Intracutaneous Reactivity Test
Acute Systemic Toxicity Study
Sub Chronic Toxicity Study
Intramuscular Implantation Test
Bacterial Reverse Mutation Test
Mammalian Erythrocyte Micronucleus Test
In Vitro Hemolysis Test
Pyrogen Test

e N )

VIIl. Conclusion

Meril’'s Surgical Sutures are composed of the same materials, as are the predicate
devices and has the same design, as do the predicate.

The subject devices are offered with the same colorants as predicate devices i.e.
Logwood extract black used in FILASILK™ & FILAMIDE™ is in accordance to 21
CFR 73.1410, D&C Green No. 6 used in MERICRON XL™ is in accordance with 21
CFR 74.3206 & Phthalocyanine blue used in FILAPROP™ is in accordance with 21
CFR 74. 3045).

Performance testing of the Meril sutures complies the USP requirements i.e. suture
diameter, suture length, knot pull tensile strength, extractable color, suture-needle

Page 4 of 5


plh
Typewritten Text

plh
Typewritten Text
K160623, pg. 4 of 5


K160623, pg. 5 of 5

attachment and sterility. However, FILAMIDE™ & FILAPROP™ may be slightly
oversize in diameter to U.S.P. requirement for some suture sizes.
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